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DETAILED ACTION 

Response to Amendment 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-13 and 25-27 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. The limitation of "the ratio of the inside diameter of said chamber to the 
diameter of said passageway being selected such that the fluid pressure in the flush 
solution injected through the passageway is less than 40 psi when a ten pound force is 
applied to the plunger rod" does not appear to described in the specification. There is 
no description of a ratio between the chamber diameter and the passageway diameter. 
The applicant does not even appear to disclose preferable diameters of the 
passageway. One skilled in the art would not be able to determine why the ratio 
between these two diameters is important in reducing the pressure of a flush syringe. 

Claims 1-13 and 25-27 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
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was filed, had possession of the claimed invention. In regard to claims 1 and 25, there 
does not appear to be an original disclosure of a ratio between the chamber diameter 
and the passageway diameter that will result in fluid pressure less than 40 psi when a 
ten pound force is applied to the plunger rod. In regard to claim 10, there is no 
disclosure of an "inside diameter" of "14.43 mm (0.568 inch)". 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-13 and 25-27 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The claims are deemed to be indefinite as the 
applicant is claiming an unrestricted range. The limitation of "said chamber having an 
inside diameter of at least 1 3.5 mm (0.53 inch)" essentially claims that any diameter 
above 1 3.5 mm for the chamber will be suitable for making the syringe. The 
unrestricted range renders the claims to be indefinite. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-13 and 25-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Howe (5,242,405). Howe discloses a syringe (20) comprising a 
syringe barrel (21) having an elongated body and chamber, an open proximal end, a 
distal end (33) and a frusto-conically shaped tip (34) extending from the distal end 
having a tip passageway therethrough in fluid communication with the chamber, a 
rubber stopper (39) in fluid- tight engagement inside the barrel, an elongated plunger 
rod (40) defining a longitudinal axis and extending proximally from the stopper through 
the open end, and a flange (not numbered) at the proximal end, a tip cap (44) for 
sealing the passageway, and a flush solution (43) in the chamber, and the barrel 
includes measuring indicia (35a). 

Howe does not specifically disclose the recited diameter or length of the 
chamber. Howe also does not disclose the limitation of "the ratio of the inside diameter 
of said chamber to the diameter of said passageway being selected such that the fluid 
pressure in the flush solution injected through the passageway is less than 40 psi when 
a ten pound force is applied to the plunger rod". These limitations are not being given 
patentable weight by the examiner. 

In regard to the recited diameter, the examiner contends that the standard size of 
a syringe is larger than 13.5 mm and therefore if the syringe barrel of Howe is not 
inherently greater than 13.5 mm, it would certainly be obvious to modify the barrel to 
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this size. The examiner is relying on the applicant's admission in paragraph [0004] of 
the patent application publication that the standard size is greater than 13.5 mm. 

In regard to the recited length, the examiner is interpreting this limitation to be an 
obvious modification as a mere change in the size and/or shape of the prior art device. 
The length of the syringe barrel does not appear to be involved in the reduced pressure 
of the flush solution as the applicant claims that it is the ratio between the chamber 
diameter and passageway diameter that results in a reduced pressure. 

In regard to the ratio limitation, the examiner contends that there is no support for 
this limitation in the specification. Accordingly, this limitation is not being given 
patentable weight. One of ordinary skill in the art would find it obvious to modify the 
dimensions of the syringe barrel to adjust the pressure of the output fluid. 

In regard to claims 25-27, Howe discloses the claimed invention except for 
multiple syringe barrels. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to include multiple syringes, since it has been 
held "...that duplicating the components of a prior art device is a design consideration 
within the skill of the art. In re Harza . 274 F.2d 669, 124 USPQ 378 (CCPA 1960)." 

Response to Arguments 

Applicant's arguments with respect to claims 1-13 and 25-27 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to THEODORE J. STIGELL whose telephone number is 
(571)272-8759. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Theodore J Stigell/ 
Examiner, Art Unit 3763 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



